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SIR: 

In response to the Examiner's Answer of July 28, 2004, the present Reply Brief is 
submitted. 

Applicants wish to present the following additional comments to the allowability of 
the claims over the applied art in view of the comments set forth in the Examiner's Answer of 
July 28, 2004. 

Applicants reiterate that the combination of teachings in the cited art to Sutryn, 
Herbert, and Gilford do not disclose each of the claimed features. 

With respect to claims 6-11, the applicants wish to emphasize that none of the applied 
art teaches or suggests the claimed features that when the sterile product in powder form and 
the solvent are mixed, such a solution "only partially fills the capacity of the bag" as recited 
in independent claim 6, or that "the capacity of the filled bag is larger than the volimie of the 
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ready to use solution after the ready to use solution is reconstituted in the sealed bag" as 

recited in independent claim 9. 

With respect to the above-noted features the Examiner's Answer states: 

The examiner did not believe that the obviousness of leaving 
room in a bag for the contents to slosh back and forth in, so as 
to permit a more homogeneous mixtxire, would require a 
lengthy explanation. This is especially true in light of the 
disclosures of Sutryn and Herbert, at least as illustrated by the 
figures that clearly show a partially filled bag and a bag with a 
capacity greater than the volume of the solution (see fig. 1 of 
Sutryn, and see at least figs. 1-4 of Herbert).* 

In response to that basis for the outstanding rejection, applicants note that in each of 
Sutryn and Herbert the bag has a certain capacity, i.e. a fixed amount of solvent is desired to 
be placed in the bag. That is, in both Sutryn and Herbert a fixed amoimt of solvent is always 
desired to be placed in the bag, which is the capacity of the bag. 

What the outstanding rejection still is not properly considering is that the features in 
the present invention are not merely directed to leaving an incidental amount of room in a bag 
for contents to "slosh back and forth". 

In the present invention, by designing a bag to be only partially filled, different 
numbers of doses of ready to use solution can be made and stored in the bag. That is, the 
structure of the claimed bag allows different amounts of powder to be initially placed in the 
bag, and combining that with the fact that different amounts of solution can be introduced 
into the bag (because of the oversizing of the bag), multiple doses of the ready to use solution 
can be reconstituted in the bag. As an example, based on the amount of sterile powder 
initially placed in the bag and the amount of solvent introduced into the bag, the bag can 
contain 1,5, 10, etc. doses of the ready to use solution, which can be easily distributed. 



* The Examiner's Answer of July 28, 2004, page 7, lines 12-18. 
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In both Sutryn and Herbert the bag essentially has one capacity for which it is to be 
filled because the same amount of powder is introduced into the same amount of solvent in 
the bag. 

Stated another way, in both Sutryn and Herbert the bag is filled to capacity as it has 
the maximum amount of solvent designed for the bag. That is not the case in the claimed 
invention in which the bag can have significantly less solvent introduced therein than the 
maximum amount of solvent that can be put in the bag, i.e. in the present invention the 
solvent is not filled up to the capacity of the bag. That is clearly not the case in Sutryn and 
Herbert . 

With respect to claims 12-25, those claims even fiirther distinguish over the applied 
art. Claims 12-25 require a step of feeding solution into a bag containing a dosed amount 
of soluble sterile product to give a solution of a predetermined concentration^ and then 
removing individual dose sizes fi-om the bag. Such features clearly distinguish over the 
applied art. 

Both Sutryn and Herbert disclose an operation in which a bag initially contains a 
solvent and a powdery substance is then introduced into the bag to create the solution. Such 
features are directly contrary to the operations in claims 12-25. 

With respect to such features, the Examiner's Answer states: 

As discussed above, it would be readily apparent fi*om a 
cursory glance at the illustrations of Sutryn and Herbert that the 
compartment mentioned by appellants constitutes a part of the 
bag and thereby contained therein. In addition, Herbert makes 
specific mention to the order in which the components are 
introduced (see at least col. 2, lines 37-61) and makes it clear 
that the powder is "first" and that the "aqueous solution or 
carrier solution is then filled".^ 

The above-noted basis for the outstanding rejection improperly considers the claim 
limitations relative to the teachings in Herbert and Sutryn . 

^ Examiner's Answer of July 28, 2004, page 9, line 16, to page 10, line 2. 
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First, the basis for the outstanding rejection appears to indicate that merely putting a 
powder in a separate compartment from a solvent in Herbert and Sutrvn meets the claim 
limitations. However, claims 12-25 require more than such a teaching. To that extent, 
Herbert clearly discloses at col. 2, lines 37-61 an operation of first putting a powder into its 
own compartment and then putting the solution into its own compartment, but Herbert 
specifically states "there is no risk that any liquid enters into the first chamber and thus 
destroys the powdery material" (Herbert at col. 2, lines 59-61). Herbert goes on to then note, 
in a portion not cited in the rejection, that after the container is finally formed the 
compartment with the powder is broken "so that the powdery or liquid medicant slips 
downward into the second chamber [the chamber containing the solvent] without any 
additional operations being required and, what is most important, under sterile conditions" 
(Herbert at col. 3, lines 17-21). 

Applicants note that the claimed features are not directed to such an operation in 
Herbert , which is also believed to be similar to the operation in Sutrvn . of initially forming a 
bag device with solvent in one chamber and powder in another. In claims 12-25 the feeding 
operation is a feeding operation of the solvent into the bag to give a solution of a 
predetermined concentration. That operation would only correspond to the operations in 
Herbert and Sutrvn in which the powder is released from its chamber into the chamber 
containing the solvent. The basis for the outstanding rejection is clearly not fiiUy considering 
all of the claim limitations. 

Stated another way, in Herbert and Sutrvn forming a bag device with powder in one 
compartment and solvent in another does not correspond to the claimed operation of feeding 
solvent into a bag to give a solution of a predetermined concentration. In Herbert and 
Sutrvn the powder is introduced into the solvent (by releasing the powder from its own 
compartment) to give a solution of a predetermined concentration, which again is in direct 
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contrast to the claimed features. With respect to claims 12-25, for example claim 12, the 
basis for the outstanding rejection is not properly considering the limitation of "feeding into 
the bag. . .to give a solution of a predetermined concentration^ an amoimt of solvent. . As 
the outstanding rejection has not considered all of the claimed features, the outstanding 
rejection is clearly improper with respect to claims 12-25 in the above-noted matter. 

Applicants also reiterate comments that the Gilford reference is nonanalogous to 
Sutrvn and Herbert . The basis for the outstanding rejection appears to misinterpret 
applicants' arguments on that point. Applicants are not arguing that Gilford is nonanalogous 
to the claims, although that is the case, but applicants note that the teachings in Gilford are 
irrelevant to Sutrvn and Herbert with which such teachings in Gilford are being combined. 
Gilford is directed to a sample processing container that can store samples that must be 
evaluated, and therefore removed. Gilford is not at all directed to a device that may contain a 
"single dose" as Gilford is not directed to storing a solution that is to be applied to a patient in 
dosages. 

Neither Sutrvn nor Herbert teach any operation in which the contents of the bags 
therein should be taken out in sample sizes as in Gilford , or for that matter individual dosages 
as required in the claims. 

Stated another way, as neither Herbert or Sutrvn are directed to a device to contain 
samples or why would one of ordinary skill in the art utilize the teachings in Gilford in such 
devices. The only motivation set forth in the Examiner's Answer to make such a 
combination of teachings is "for the purpose of sampling the contents of the bag"^ 
(apparently the contents in the bags in Sutrvn and Herbert). However, such a motivation is 
nonsensical as Herbert and Sutrvn do not disclose contents to be sampled. Gilford discloses 
removing samples from a bag because Gilford discloses a bag containing samples. Herbert 

^ The Examiner's Answer of July 28, 2004, page 5, lines 3-4. 
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and Sutryn do not disclose any siich feature, and thus it is nonsensical to suggest that one of 
ordinary skill in the art would apply the teachings in Gilford of a bag including samples that 
are designed to be removed in small quantities to the teachings in Sutryn and Herbert that are 
not even directed to a bag with samples. 

For the foregoing reasons, applicants respectfully reiterate that each of claims 6-25 
clearly distinguish over the applied art. 

With respect to dependent claims 7, 10, 18, 19, 23, and 25, applicants also again 
reiterate that the basis for the outstanding rejection has essentially ignored the limitations 
therein. In that respect, applicants note that neither Sutryn nor Herbert disclose any feature of 
making a bag 1 .5 to 2 times a volume of a reconstituted ready to use solution. To summarily 
dismiss such a limitation as in the outstanding rejection is believed to be clearly improper. 
Given that the device of the present invention and the device of Herbert and Sutryn have 
completely different objectives, and considering that making the capacity of the bag 1 .5 to 2 
times the volxmie of a reconstituted ready to use solution allows the device of the present 
invention to beneficially achieves its objectives, summarily dismissing such a limitation as an 
optimal workable range of the structures in Herbert and Sutryn is clearly improper. 

For such reasons, dependent claims 7, 10, 18, 19, 23, and 25 are believed to firrther 
distinguish over the applied art. 

With respect to dependent claims 8, 11, 13, 15, 17, 21, and 24, applicants reiterate that 
none of the applied teaches or suggests that the volimie of the ready to use solution 
reconstituted in the bag is "a multiple of single doses of ready to use solution directly usable 
for practical utilization", and thus those claims further distinguish over the applied art. 

In that respect, the basis for the outstanding rejection does not even appear to be 
properly considering the word "dose". Webster's New College Dictionary defines dose as " a 
specified amount of a therapeutic agent prescribed to be taken at one time or at stated 
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intervals"/ If the Examiner is utilizing a different definition of the word "dose", it is 
respectfully requested that be clearly stated on the record how the Examiner is defining the 
word "dose". Clearly, Gilford does not teach or suggest anything similar to a dose. 
Removing a sample in Gilford is clearly not a dose. Thus, clearly, Gilford does not disclose 
or suggest removing anything even closely resembling "multiple single doses". 

For such reasons, dependent claims 8, 11, 13, 15, 17, 21, and 24 even further 
distinguish over the applied art. 

For the foregoing reasons, applicants respectfully submit that each of the claims is 
allowable and that the outstanding rejection must be REVERSED. 



Respectfully submitted, 
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doornail • do-si-do 



«H-i-*v iiir wiping the shoes. 2. Slang. One who unprotestingly al- 

f«uMrc3tmcnt by others: .... 
&«^Miail (dflr'nal', dor'-) n. A large-headed nail once used as a stud 

6,.„» -dead as a doornaiJ. Undoubtedly dead. 
.nt>*i>4tH>«t (ddr'post', dor'-) n. A dooriarab. 

niUc n. A lottery prize awarded to the holder of a ticket pur- 
-^»*»J «i tir before a function. 

{dor'sll', dor'-) n. The threshold of a doorway. 
|tti*.«lcp (dfir'step', dor'-) n. A step leading to a door. 
^*.»i.»iop (ddr'stOp'. dor'-) n. 1. A wedge inserted beneath a door 
n ir npcn at a desired position. 2. A weight or spring that pre- 
. tliH.r from slamming. 3. A rubber-tipped projection attached to 
{, ii ►it Ui ptutcct it from the impact of an opening door. 
m»u^4«i-door (d6r't3-d6r', dor'ta-dor') ad)\ Making or being un- 
iuMs from one house to another in an area <a door to-doOT 
f*4i»^tfw(nin> — door'-to-door' adv. 

^H*#^*»fly (dor'wa', dor'-) n. The entrance to a room or building, 
htt^.woin-an (dfir'wdom'sn, dor'-) n. A woman eniployed to at- 
' ^t^\ .h* ruirancc of a hotel, apartment house, or building. 
hiM**V«rd (ddr'yard', dor'-) n. A yard in front of the door of a 

l!l«7tT „t doo-zie (dob'ze) n.. pi. -zies. [Poss. blend of daisy and 

"-w.^-v.ti.rfv:. a luxury car of the late 1920's and 1930's.] Something ex- 

i,Ht>-*4'»4iy or bizarre. 
i*ip^ ao'pj) n. (Contraction of E. dihydioxypbenylalamne.\-i<n 

«m,*ri «id. C9H11NO4, that is converted to dopamine in the blood- 

t.j«.H-; 4 ltd used to treat Parkinson's disease. 

Hik r«'tnitte (d6'p3-men') n. [dop{a) amine.) A monoamine neu- 
ftti.«^»Miii(cr that is a carboxylated form of dopa and is essential to 
iMi^^A nrrvc activity. . / . 

{do' pant) n. [dop(e) + -ant.) A small quantity of a sub- 

*» phosphorus, that is added to another substance, as a semi- 
M»«ft«('n, ti> alter the latter's properties. 

^'''-pl n. [Du. doop. sauce < doopen. to dip.) 1. A viscid sub- 
iitHirirf !k|uid, esp. a lubricant such as axle grease or an absorbent 
M-,.!*} »itch as the nitroglycerin used to niake dynamite. 2. A prep- 
^uiHi.« iticmbling varnish formerly used to protect, waterproof, and 
mi,-^. il.r cloth surfaces of airplane wings. 3. Informal A narcotic, 
-li, **.H^ I hilt is addictive. 4. A narcotic used to alter the performance 
h\ j^flinrsc. 5. Slang. A very stupid person. 6. Slang. Factual, esp. 

.niormation. — v. doped, dop.ing, dopes, -vt. 1. To add 
t t ^Inpc to. 2. Informal. To administer a narcotic to. 3- Informal, 
'u Uuif .lilt (an outcome or puzzle}. 4. Informal. To make a rough 
jitir*. u -ri. Informal. To take drugs. — dop'er n. 
f|t^ ahrct n. Slang. A publication giving information on the horses 
i-jk„i'*-i ill the day's races. 
,Ht#*.«irr (dop'star) n. One who analyzes and predicts future 

j> tti sports or politics. 
rtf#^i«-r ,ilsn dop»y (do'pe) adj. dop-i-er, dop-i-est Slang. I. 
'^i^4 ..i lethargic from or as if from drugs. 2. Stupid. 3. Foolish. 
m^^r^l'Kiing.er or dop.pel-gang-er (dfip'al-gang ar, dop'al- 
4stti .'i /I. |G. : doppel. double ■«- ganger, goer < geben. to go.] A 

,liMihle of a living person, esp. one that haunts its own coun- 

• tiill^f (di-Vp'lar) adj. Of, relating to, or utilizing the Doppler effect 

'*uf *f)rT effect (dOp'lar) n. (After Christian Johann Doppler 
M\ iKS.t).l An apparent change in the frequency of waves, as of 
^Hwf H Iti^lit, when the source and observer are in motion relative to 
«*..ihrr, the frequency increasing when the source and observer 
.}„it.^,«ii <mc another and decreasing when they move apart. 
4*»^*»»t radar n. Radar that uses the Doppler effect to measure ve- 

H'?ff .In' (ic) ad;, var. 0/ DOPEY. . . 

>4f> >«.ilo (dj-ra'dd) n. A constellation of the Southern Hemisphere 
i,Hr i.-huilum and Pictor. 

f|t,i'U=r>tle (dfir'bet'l) n. [Obs. dor, a buzzing bee or beetle (< ME 
( Hi (lora) + BEETLE.) An Old World dung beetle, Geotnipes 
i,ife*^.niii.s. that makes a droning sound in flight. 

nociety (d6r'kas) n. [After Dorcas, a Christian woman of 
.* ... .'.nd cent, a.d.) A women's auxiliary group, often sponsored 
'4 . -ii.uth, that provides clothes for the poor. 

■£ii^4|.4n fdur'e-an, dor'-) n. One of a Hellenic people that invaded 
:nu^4 uutind 1100 B.C. and remained culturally and linguistically 
'f(,Ki»^i within the Greek world, esp. in Sparta, Corinth, and Argos. 
'ft'uii iidj. 

iUm*kk\ !(MfMk, d6r'-) n. [Lat. Doricus < Gk. Dorikos < Dons, a re- 
J *iH:icnt Greece.] A dialect of ancient Greek spoken in the Pel- 
.ti«,i*-.iis, Crete, certain of the Aegean islands, Sicily, and in 
MfH'ii-iM It.ily. -adj. 1. Of, pertaining to, typical of, or designating 
■ ti,ii( I Ji-s'ignating or in the style of the Doric order. 
V»>#ii Hfilcr n. The oldest and simplest of the three orders of clas- 
architecture, marked by heavy, fluted columns having no 
pl.iin saucer-shaped capitals. 



Doric order 



.11 out th thin tb this il cut Or urge y young 
::h vision a about, item, edible, gallop, circus 



Dor* king (ddr'king) n. (After Dorking, a town in Englsnd.l A do- 
mestic fowl of a breed with a heavy body, raised mainly for the table, 
dorm (ddrm) n. Informal. A dormitory. 

dor-mant (dor'mant) ad}. [ME dormaunt < OFr. dormonf <pr.part. 
of rformir. to sleep < Ut. dormire.] 1. Asleep or inactive. 2. Latent but 
capable of being activated <"a harrowing experience which ... lay 
dormant but still menacing" -Charles Iackson> 3- Temporarily qui- 
escent as a volcano. 4. Biol. Being in a relatively inactive or resting 
condition in which some processes are slowed down or suspended. 
— dor'man-cy n. , . , 

dor-mer (ddr'mar) n. (OFr, dormeor, bedroom < dormir, to sleep < 
Lat. dormire.\ I. A window set vertically in a small gable projecting 
from a sloping roof. 2. The gable holding a dormer. 

dor-mie (dor' me) adi. var. of dormy. 

dor-min (ddr'min) n. [dorm(ancy) + -in.) Abscisic acid. - 

dor.mi-to.ry (ddr'ml-tor'e, -tor'e) n.. pi. -ries. [Ut. dormitorium 
< dormifoWus, of sleep < dormire. to sleep.) 1. A room furnished with 
beds for a number of persons. 2. A structure for housing a number of 
persons, as at a school. 3. A suburban community whose residents 
commute to a nearby metropolis for employment and recreation. 

dor>mouse (dor'mous') n. [ME dormowse.] Any of various small, 
squirrellike Old World rodents of the family Gliridae. 

dor-my also dor*mie (d6r'me) adi. (Orig. unknown.) Ahead of an 
opponent by as many holes in a golf match as remain to be played. 

dor-nicki (dor'nik) n. [ME domick. after Doornik (Toumai), Bel- 
gium.) A coarse damask cloth. 

tdor.nicki (dor'mk) n. [Perh. of Celtic orig.) Regional. A small 
chunk of rock : stone. , , r 

do-ron-i-cum (da-rftn'I-kam) n. [NLat. < Ar. dorunaj.] A plant of 
the genus Doronicum. which includes the leopard's-bane. 

dors— pref. var. of dorso-. , , . , 

dor*sad (ddr'sdd') adv. Anat. In the direction of the back. 

dor-sal (dflr'sal) adj. [LUt. dorsalis < Lat. dorsualis < dorsum. 
back.) I. Anat. Of, toward, on, in, or near the back. 2. Bot. Of or on the 
outer surface, underside, or back of an organ. — dor'sal-ly adv. 

dorsal Bn n. The main fin on the dorsal surface of fishes or certain 
marine mammals. . ^ . j , * 

Dor- set Horn (dor' sit) n. (After Dorset, a county m England.] A 
long-homed domestic sheep of a breed with fine-textured wool. 

dorsi— pref. var. of dorso-. 

dor-si- ven-tral <d6r'sl-vfin'tral) adj. Having distinct upper and 
lower surfaces. , 1 , , „ 1 

dorso- or dorsi- or dors- pref. [< Lat. dorsum, back.] 1. Back 
<dofsad> 2- Dorsal <dorsoventral> 

dor. so. ven-tral (dor'so-vfin'tral) adj. [dorso- -i- ventral.) Ex- 
tending from a dorsal to a ventral surface. 

dor-siun (ddr'sam) n., pi. -sa (-sa) (Lat., back.] Anat. 1. The back. 
2. A part of an organ or appendage analogous to the back. 

do-ry' (dor'e, dor'e) n.. pi. -ries. [Mosquito dori. dugout.) A small, 
narrow flat-bottomed fishing boat with high sides and a sharp prow. 

do-ry 2 (dor'e, dor'e) n.. pi. -ries. [ME dorre < OFr. dorec. gilded, 
fem p.part. of dorer. to gild < LLat. deaurare : Ut. de-. (intensive) -»- 
Ut. aurum, gold.) 1. The John Dory. 2. walleye 3. 

DOS (dfls, dos) n. [d(isk) o(peratinc) s(ystem).] Computer Sci. An op- 
erating system that resides on a disk. j.,. ,r. ^ 

dos-a-dos (do'za-do') n.. pi. dos-A-dos (-doz', -do') [Fr. : dos. 
back -t- d, to + dos. back.) A sofa or carriage accommodating two peo- 
ple seated back to back. 

dos -age (do'sTj) n. 1. a. Administration of a therapeutic agent in pre- 
scribed amounts, b. Determination of the amount to be administered, 
c. DOSE I. 2. Addition of an ingredient to a substance, esp. to wine, in 
a specific dose. . , , * 

dose (dos) n. [Fr. < LLat. dosis < Gk. < didonai, to give.) 1. A spec- 
ified amount of a therapeutic agent prescribed to be taken at one time 
or at stated intervals. 2. Med. The ariiount of radiation administered to 
a certain bodily part. 3. Informal. A portion of an experience, esp. of 
something unpleasant, to which one is subjected <a dose of misfor- 
tune> 4. An ingredient added, esp. to wine, to impart flavor or 
strength. 5. Slang. A venereal infection. - vt. dosed, dos-ing, dos- 
es. 1. To give a dose to, as of medicine. 2. To give or prescribe (med- 
icine) in doses. — dos'er n. 

do-si-do (do'se-do') n., pi. -dos. (Var. of dos-A-dos.] 1. A square- 
dance movement in which two dancers approach each other and circle 



